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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Art Unit: 1648 

DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on April 10, 2009 has been entered. Claims 1-16 
and 18-23 are pending and under examination. 

Response to Amendment 

2. The following rejections are withdrawn: 

■ The rejection of claims 1-16 and 18-23 under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement is withdrawn in view of 
Applicant's amendment. The claims now recite, "the extract consisting of water 
soluble proteins of a yolk of an egg having molecular weights of about 8,000 Da or 
less, including transfer factor and other egg yolk proteins". The recitation of "other 
yolk proteins" seems redundant, however the deletion of "egg-specific" overcomes 
the new matter rejection. 

■ The rejection of claims 1-16 and 18-23 under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention, is withdrawn in view of Applicant's 
amendment deleting the term in question 
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Claims Summary and Interpretation 

3. The claims are drawn to a method for inducing a T-cell mediated immune response in an 
animal by administering a composition including an extract of an egg. Note that the term 
"including" is understood to be of the same scope as "comprising". The composition comprises 
an extract of an egg and in addition to the extract may contain any other components, including 
components of an egg. The extract itself consists of water soluble proteins of a yolk of an egg 
having molecular weights of about 8,000 Da or less; transfer factor is present in the extract, as 
are other egg yolk proteins having the specified MW. The transfer factor is present in a 
concentration greater than that present in the egg. Note that this claim interpretation, regarding 
the components of the composition being administered, is different than in previous Office 
actions, thus the reinstatement of art rejections previously withdrawn. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the Enghsh language. 

Claims 1-16 and 19-23 remain rejected under 35 U.S.C. 102(e) as being anticipated by 
Dopson (PGPub 2002/0044942A1, "Dopson", published April 18, 2002, with priority to 
provisional application 60/233,400, filed September 18, 2000), for reasons of record. Applicant 
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indicates in the response filed June 4, 2008, October 31, 2008 and April 10, 2009 that an 
affidavit may be filed once all other issues in this application are resolved. 

5. {Reinstated Rejection) Claims 1-3, 7-13, 15, 16, and 18-23 are rejected under 35 U.S.C. 
102(b) as anticipated by Lee (US Patent 5,367,054), evidenced by Kirkpatrick et al. (US Patent 
5,470,835). The Office is aware that this rejection (or a similar one) was previously withdrawn 
in view of an amendment to the claims. Upon fiirther consideration of the claims (as discussed 
above in the "Claims Summary and Interpretation" section, the composition comprises an extract 
of an egg and in addition to the extract may contain any other components, including 
components of an egg. If the claims were to be amended such that the composition's only egg 
yolk components were those having a MW under about 8,000 Da, this rejection would be 
withdrawn. As the claims are written, the "consisting of language does not sufficiently limit the 
composition to the embodiment that Applicant may intend. 

Lee discloses a method for isolating and purifying immunoglobulins or fragments thereof 
or other biologically active factors from non-intmiune or intmiune egg yolk extracts (abstract). 
Lee's immune eggs are collected from any egg-producing member of the avian, reptile, 
amphibian or fish family which have been immunized (col. 4, lines 58-63). The antigens that 
can be used to immunize the egg-producing subject include bacteria and other desired antigens 
for immunization (col. 8, lines 16-31). Although Lee does not mention the presence of transfer 
factor, one would expect transfer factor to be present in Lee's eggs because the subjects are 
exposed to antigens that are capable of inducing a T-cell mediated immune response. Further, 
amphibians, reptiles and fish are exposed to a plurality of natural antigens that are present in the 
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environment regardless of human-controlled exposure to antigens via vaccination. Lee teaches 
that the products purified from the eggs are for pharmaceutical purposes such as passive 
immunization or as a health food ingredient (col. 1, lines 29-33). 

Although Lee does not mention transfer factor or its molecular weight, the presence of 
transfer factor in Lee's composition is expected because Lee immunized hens with antigens that 
induce a T-cell response, and collects the immunoglobulin from the immune eggs. The transfer 
factor present in Lee's egg composition is expected to have a molecular weight of about 3-5 kD 
because that is the weight of transfer factor according to Kirlq)atrick et al. (col. 3, lines 16-18). 



Claim Rejections - 35 USC § 103 
6. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

(Reinstated Rejection) Claims 4-6 are rejected under 35 U.S.C. 103(a) as obvious over 
Lee, evidenced by Kirkpatrick et al. (US Patent 5,470,835), as applied to claim 1, and further in 
view of Taylor (US Patent 5,001,225). The Office is aware that this rejection was previously 
withdrawn in view of an amendment to the claims. Upon fiirther consideration of the claims (as 
discussed above in the "Claims Summary and Interpretation" section, the composition comprises 
an extract of an egg and in addition to the extract may contain any other components, including 
components of an egg. If the claims were to be amended such that the composition's only egg 
yolk components were those having a MW under about 8,000 Da, this rejection would be 
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withdrawn. As the claims are written, the "consisting of language does not sufficiently limit the 
composition to the embodiment that Applicant may intend. 

The teachings of Lee are summarized above. Lee is silent on the specific routes of 
immunization using the egg extract product. However, Taylor discloses general methods well- 
known in the art for vaccines and passive immunizations, such as parenteral, oral, intranasal, 
intravenous, intramuscular, topical or subcutaneous (abstract, column 15, lines 37-69, and 
column 16, lines 1-14). It would have been obvious to administer Lee's egg extract via the 
routes of administration disclosed by Taylor. One would have been motivated by Lee's teaching 
that egg extracts can be used in passive immunization (column 3, lines 3 1 -40). One would have 
had a reasonable expectation of success that the administration of Lee's product via the routes 
disclosed by Taylor would have worked to elicit a T-cell mediated immune response in the 
recipient of the egg extract, because Lee's product contains transfer factor and the administration 
of transfer factor would elicit the T-cell response. 

7. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lee (5,367,054), 
evidenced by Kirkpatrick et al. (US Patent 5,470,835), as applied to claim 1, and fiirther in view 
Dekich {Poultry Science, 1998, 77: 11 76- 11 80). The Office is aware that this rejection was 
previously withdrawn in view of an amendment to the claims. Upon further consideration of the 
claims (as discussed above in the "Claims Summary and Interpretation" section, the composition 
comprises an extract of an egg and in addition to the extract may contain any other components, 
including components of an egg. If the claims were to be amended such that the composition's 
only egg yolk components were those having a MW under about 8,000 Da, this rejection would 
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be withdrawn. As the claims are written, the "consisting of language does not sufficiently limit 
the composition to the embodiment that Apphcant may intend. 

Lee is silent on specific viral antigens used to immunize egg-producing animals. 
However, Dekich discloses several diseases that are treated/prevented in the boiler industry. 
Respiratory diseases include Newcastle disease, infectious bronchitis and infectious 
laryngotracheitis (page 1 177, first column). Passive immunization techniques have been used for 
all three diseases. One would have been motivated to immunize Lee's egg-producing animals, 
such as chickens, with antigens associated with Newcastle disease because Dekich teaches that 
Newcastle disease is common among chickens. One would have been motivated by Lee's 
suggestion that viral antigens can be chosen to hyperimmunize egg-producing animals (Lee, 
column 7, line 55, and column 8, lines 25-27). One would have had a reasonable expectation of 
success that the immunization of Lee's egg-producing animal with Newcastle disease virus 
antigen would have resulted in a T-cell mediated immune response 



Conclusion 

8. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Gary Nickol can be reached on 571-272- 
0835. The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 



/Stacy B. Chen/ 

Primary Examiner, TCI 600 



